
MicroVention, Inc.
Special 510(k) - MCS Line Extension

510(K) SUMMARY OF SAFETY AND EFFECTIVENESS.

Trade Name: MicroPlex Coil System - Vector SEP 2 0 2H1
Generic Name: Neurovascular Embolization Device

Classification: Class 11, 21 CFR 882.5950

Submitted By: MicroVention, Inc
1311 Valencia Avenue
Tustin, California 92780 U.S.A.

Contact: Laraine Pangelina

Predicate Device: MicroPlex Coil System -Cosmos 10 (K08246 1, K093919, K 103758)
MicroPlex Coil System -Cosmos 18 (K090891, K093358)

Device Description:

The MCS Vector consists of an implantable coil made of bare platinum alloy. The Vector implantable
coils has a 3D shape in various loop sizes and lengths. The coil is attached to a V-Trak delivery
pusher. The proximal end is inserted into a hand held battery powered V-Grip Detachment Controller
(sold separately). The implant segment detaches upon activation of the Detachment Controller.

The table below provides information about the physical proper-ties of the MCS Vector with a

comparison to the predicate devices.

st

Coil shape 3D Same Same

Coil implant diameter 2-12mm 6-24mm 3-15mm

Coil restrained length 2-45cm 17-68cm 6-60cm

Deliver pusher length 185cm Same Same

Main coil wire material Platinum/Tungsten Same Same
alloy

Coupler material Platinum/Iridium Same Same

Adhesive material Utraviolet cure Same Same

Implant to pusher material Polyolefin elastomer Same Same

Stretch resistant filar Polyolefin elastomer Same Same
material

Mid compatibility Yes Yes Yes

Method of supply Sterile, single use Same Same

Packaging configuration Dispenser coil;, Same Same
pouch, shipping
carton
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MicroVention, Inc.
Special 510(k) - MICS Line Extension

Indications for Use: Intended for the endovascular embolization of intracranial
aneurysms and other neurovascular abnormalities such as

arteriovenous malformations and artiovenous fistula. The MCS
is also intended for vascular occlusion of blood vessels within
the neurovascular system to permanently obstruct blood flow to

an aneurysm or other vascular malformation and for arterial and

venous embolization in the peripheral vasculature.

Bench Test Summary: Tt~w~ ;Rrsit:.

Dimensional Measurement Met same criteria as predicate

Simulated Use: Met same criteria as predicate
Introduction, Tracking,
Deployment, Frame movement,
Microcatheter movement,
Microcatheter manipulation,
Compartmentalization,
Detachment, Overall performance

Spring Constant Met same criteria as predicate

Weld Tensile Strength Met same criteria as predicate

Detachment Zone Tensile Strength Met same criteria as predicate

Summary of Substantial The MCS Vector is substantially equivalent to the predicate devices with

Equivalence: regard to intended use, patient population, device design, materials,
processes, and operating principal.
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DEPARTMENT OF HEALTH & HUMAN SERVICES Pu1l. cr'v

I ictov~tatni.n Inc.
c;/o Ivs. Laraine Panluelina
131 1 Valencia Ave
V ustin. CA 92780

Re: K 11 1451SE 20th
Irade/De vice Nam te: N'lI joew x Coil S vstetn-V\ec icr

Reg ttti :on Nut a her: 2 I CUR 882,5950
Reulul:aiio Name"I: Device, NeuroVascular emboliZatton
Regulatory Class: Class I1
Il'od oct Code: H CC
Dated: August 9: 2011
Received: Auuust 10. 2011

Dear N'ls. 'aInelina:

We have reviewecd your Section 5 10(1k) premarket non1Heation oF intent tO market the device
refelrnced above and have leetirinecl the device is substanially equivalent (for the indications
for use suited in the enclsure) to legally muarketed predice devices marketed in interstate
commerc prior to May 28, 1976, the enactmn date of the Mledical Device Ametneiments, or to
devices that have been reclass ed in aecomdance with the provisions of the Fedleral Food. Drug,
an Cosmetic Act (Act) that (10 not reqitir aipproval of a premarket atpprovatl application (PN'IA).
Yiou my. therce, e.iaket the device. Sub ject to the general Con trolIs pro\'i[si0ns of the Act. I lie
ge neral controls provisions of the Act include recqtirements lor annual registration, listing of
devices, good manait eitr-i ni pra tc e, Ilabelinag, and pro0hi bit i ons aga instu nisb randi ag and
adutilteration. Ilease noe: CD RI-I does not evaluate in formation related to contract liabiIi tv
warranties. We rem i tW you, however, that device labelinag must be truh fit and not mislead nig.

If your devic is elassified (see above) into either class 11 (Special Controls) or class [HI (PMNA) it
nay be subject to addlitional controls. Existing( Major regLilationIs affeCtine'- your device can be
fotunrd in ihe Code of Federal Reatons. Title 21I, Parts 800 to 898. In1 add ition. FDA mnay
putblish further an noitaements concerni nnz your device in the Feder al Rettister.

P lease be advised that FDA' s issutance of a substantial equiv\alencee determination does not mean

that FIDA has made a determination tha yo ur device coapl ics with other reqUi ients ot the Act
or auny Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act's requirements, including, but not limited to: registration and listing (21
CUR P'art 807); labelitng (21 CFR Part 801); nedical device reporting (rneporting of medica



dcvcc-relan adverse evenlsj (2 1CFR 803): good lntnmikicttlrilg practicc rCqtUJiemcilts as se
tol bI in dhc qLait' systems (QS) regulation (21 CUR 'art 820); and [ applicale, te ecciroiii
produc nt radiatio Lco ntrolI pro\'is ions (Sections 5310542 of dhe Act): 2 1 C FR 1 0001I050.

If von desirec spec iltic ad vice lor your device on our labeling regulationl (2 1 CFR Part 80 1 ).please
'-o to hi V/kW di@VAOtD/CLCIOl1C/IRlICR-OAc5U~lII5809.litm

the Center for evices and Radiological -Healthi's (CDIH ) Office of Compliance. Also, please
noe the regulaioi entiled. l\IbAmnding by reference to premaricet noW liation" (21 CFUR Part
807.97). For qluestions regardiing the reporting of advere events under the MDRt reguLtion (21
CUR PArt 803). llcase go to
ha ito:/\vwxv I'da.,go v/1Med i cal Dcvi ces/Sa lcetv/Ltcnorta PIrob emal/dc lau It. h1 till lot the CDRI's 0ffi ce
of Surveillnce and Biometrics/Divisio of Postinarket Surveillance.

You my obtain other general tobrtnattion onl stir resp)onsibilities tinder the Act froml the
Di vision of Small N'lanafactuas, International and Consumler Assistance at itn toll-tree nuiiber
(800) 638-2041 or (301) 796-7 100 or at its Internet address

Sincerelyv yours,

- N'alvinia 13. LyclliumAim>1.

Dirct
Division of Ophthlic Neturological;

and Ea.Nose and Throat Devices
Offc of Device Evaltiation

Center lo r Devices and

Radiological HeIalth

Enclosure



MicroVention, Inc.
Special 510(k) - MCS Line Extension

INDICATIONS FOR USE

5 10(k) Number (if known): IA I I # 5/1

Device Name: MicroPlex Coil System - Vector

Indications for Use: Intended for the endovascular embolization of intracranial
aneurysm and other neurovascular abnormalities such as
arteriovenous malformations and arteriovenousfistulae. The

MCS is also intended for vascular occlusion of blood vessels

within the neurovascular system to permanently obstruct blood
flow to an aneurym or other vascular malformation and for

arterial and venous embolizations in the peripheral
vasculature.

Prescription Use X AND/OR Over-The-Counter Use___

(Per 21 CFR 801.109) (Optional Format 1-2-96)

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE [F

NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

(Division Sign-Off)

Division of Ophthalmic, Neurological and Ear,

Nose and Throat Devices

l(k)Number A/ /4

12 of IIl


